AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

SUBCHAPTER —-MAMMOGRAPHY QUALITY STANDARDS
ACT

PART 900—MAMMOGRAPHY
Subpart A—Accreditation

Sec.

900.1 Scope.

900.2 Definitions.

900.3 Application for approval as an accredi-
tation body.

900.4 Standards for accreditation bodies.

900.5 Evaluation.

900.6 Withdrawal of approval.

900.7 Hearings.

900.8-900.9 [Reserved]

Subpart B—Quality Standards and
Certification

900.10 Applicability.

900.11 Requirements for certification.

900.12 Quality standards.

900.13 Revocation of accreditation and rev-
ocation of accreditation body approval.

900.14 Suspension or revocation of certifi-
cates.

900.15 Appeals of adverse accreditation or
reaccreditation decisions that preclude
certification or recertification.

900.16 Appeals of denials of certification.

900.17 [Reserved]

900.18 Alternative requirements for §900.12
quality standards.

Subpart C—States as Certifiers

900.20 Scope.

900.21 Application for approval as a certifi-
cation agency.

900.22 Standards for certification agencies.

900.23 Evaluation.

900.24 Withdrawal of approval.

900.25 Hearings and appeals.

AUTHORITY: 21 U.S.C. 360i, 360nn, 374(e); 42
U.S.C. 263b.

SOURCE: 62 FR 55976, Oct. 28, 1997, unless
otherwise noted. Republished and corrected
at 62 FR 60614, Nov. 10, 1997.

Subpart A—Accreditation

§900.1 Scope.

The regulations set forth in this part
implement the Mammography Quality
Standards Act (MQSA) (42 U.S.C. 263b).
Subpart A of this part establishes pro-
cedures whereby an entity can apply to
become a Food and Drug Administra-
tion (FDA)-approved accreditation
body to accredit facilities to be eligible

to perform screening or diagnostic
mammography services. Subpart A fur-
ther establishes requirements and
standards for accreditation bodies to
ensure that all mammography facili-
ties under the jurisdiction of the
United States are adequately and con-
sistently evaluated for compliance
with national quality standards for
mammography. Subpart B of this part
establishes minimum national quality
standards for mammography facilities
to ensure safe, reliable, and accurate
mammography. The regulations set
forth in this part do not apply to facili-
ties of the Department of Veterans Af-
fairs.

§900.2 Definitions.

The following definitions apply to
subparts A, B, and C of this part:

(a) Accreditation body or body means
an entity that has been approved by
FDA under §900.3(d) to accredit mam-
mography facilities.

(b) Action limits or action levels means
the minimum and maximum values of
a quality assurance measurement that
can be interpreted as representing ac-
ceptable performance with respect to
the parameter being tested. Values less
than the minimum or greater than the
maximum action limit or level indicate
that corrective action must be taken
by the facility. Action limits or levels
are also sometimes called control lim-
its or levels.

(c) Adverse event means an undesir-
able experience associated with mam-
mography activities within the scope
of 42 U.S.C. 263b. Adverse events in-
clude but are not limited to:

(1) Poor image quality;

(2) Failure to send mammography re-
ports within 30 days to the referring
physician or in a timely manner to the
self-referred patient; and

(3) Use of personnel that do not meet
the applicable requirements of
§900.12(a).

(d) Air kerma means kKerma in a given
mass of air. The unit used to measure
the quantity of air kerma is the Gray
(Gy). For X-rays with energies less
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